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[5mBRTr]

BRI SENERESTR

HmER:. EXE

X ZFR: Ustekinumab Injection

WIEHE: Wusinu Dankang Zhusheye
1)

FERD: SENER

e R AR, L-ERERERE—KEY. BRILEES 80, JE5IAK
[1$4X]

N AT EBEREBRIK,
[iERfE]
PR ADESRAR SRS

RnEATHIMER. RaIRK (MTX) FEMMARSMEST s PUVA (#M8
FESRMEIME A) ANE. BRESEAEANZNNFPEEHRINREREE.
JLERBRAKIR B

AREATHEMRRM ST B0 NEARRRTIEMRAT 6 ZRLAE/L
BENS O FHEEMRRIRBEREE.

St

ARERTIHES AT BIMEAIEE Fo (TNFo) FERFINERE. KNE
B AT Z IR P E R AN S BREE .

[(#it&]
45mg/0.5ml/3Z

90mg/1.0ml/3
45mg (0.5ml) /i
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FaiXAFETEE. MBEHKEERS, SERERIKEIT.
ANEEEESKEE MER, EENES A RENERNTZHNQTE

¥,
HE
PR ABHRIRIR B
RfEFFIEANEIR 45 mg KA, 4 BEakZEE 12 BaT—IXiE
&,
iafy 28 FHRARNERIBE N ESIF LR,
JLERHRINRERE (6 ZRIAL)

RETFETBRHEEEINTER. ARNES 0 B 4 AR, Z
58 12 ARE 1R,

LLZSRTRYIRE HENE
<60 kg 0.75 mg/kg
>60 kgZ=<100 kg 45 mg

RE <60 kg BERTEFHAR (mL) RABIATRIUHE: K& (kg) x0.0083

(ml/kg) BBRFE 1. HHEEHAGESHARRNIISRNBHE 0.01 mL, FX
FA 1 mL ZIE 59884525, RIE(ETEEM 45 mg BY)LRIEE, BIfER 45 mg iR
=2,

& 1: (FE < 60 kg RIRER)LIHEERS miTEHFR

L[HHPYPE (kg) flE (mg) ESHEER (mL)
15 11.3 0.12
16 12.0 0.13
17 12.8 0.14
18 13.5 0.15
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19 14.3 0.16
20 15.0 0.17
21 15.8 0.17
22 16.5 0.18
23 17.3 0.19
24 18.0 0.20
25 18.8 0.21
26 19.5 0.22
27 20.3 0.22
28 21.0 0.23
29 21.8 0.24
30 22.5 0.25
31 23.3 0.26
32 24.0 0.27
33 24.8 0.27
34 25.5 0.28
35 26.3 0.29
36 27.0 0.30
37 27.8 0.31
38 28.5 0.32
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39 29.3 0.32
40 30.0 0.33
41 30.8 0.34
42 315 0.35
43 32.3 0.36
44 33.0 0.37
45 338 0.37
46 34.5 0.38
47 353 0.39
48 36.0 0.40
49 36.8 0.41
50 37.5 042
51 38.3 042
52 39.0 043
53 39.8 0.44
54 40.5 0.45
55 41.3 0.46
56 42.0 0.46
57 42.8 0.47
58 43.5 0.48
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59 44.3 0.49

iafy 28 FHRARNZRIBE N ESIF LR,
o
SERBNAT RS BRaE S Qi 4R aYT.

> S,
BEaT:

BT ESar i EIEANEXRIERERENSRREIKEE (V) 2R
B (&2).

+® 2: FmBEIRFIKRGESIEEFTE

B RBENRE HEERIE 130 mg AR
#

<55 kg 260 mg 2

>55 kg £<85 kg 390 mg 3

> 85 kg 520 mg 4

a: 2989 6 mg/kg,
HERFaTT
ERESATE, ARATERSTIESRIZENSE 8 AKE IS
25 90mg, WEENE 12 FZTES 90mg.
BEURRZ TEST 8 Bl NEAENEE I I 5 —FIRT ™S,

MREBETES 12 AGR 1 XHERENE, ISRZERIBINERE 8 /7 1
X, XAJRExtBE R,

ZREETLE 8 FaE 12 AL 1 )R, BARHIEFRKTRE.
5 16 FENSEARES 8 AL 1 )X/ 16 B, WREHNAREETK
mAIEE, NERELLRTT.
fmi a7 HAIE] ) AR E AR S A IR/ SER BT R, M ARBNERR
A iiER ST B EE LR BUAERIATT .
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ANERBTrlT, EFFRIRITEERES 8 B 1 AR TNEARREZEBW
89,
Hi&

ANERINAE 45mg (0.5ml) /3L 45mg/0.5ml/Zay 90mg/1.0ml/SZal T
FZTNESERE.

N R SRR HINR BRI AR X 13 £ 57

HEFINAEE, BEFEHEFATSTESNE T GAR)IE, hE
SRR, (BEEENHRNEEHTIESME, FAIESEEFEBEIRABRANR
BBy “EFRER" PRSI HIE. FRIEZGRAAN “ERERER” .
A EFNEAERE TSI

REAEBIHER, FHitiEZCERKIEREG SR FRIRNAKARESY. &
RERTEAE. —XMERIERES—R Rz lEETes. T8, EELARIER
FeEESEA. RATNSEEHERNR S HERHI T,

BERAmIERES VSRR PaNAR. K TEETRI, MBS
BREEHIEFMAEEZE. AEmEaREEERTIE LTBREKRES,
AReR B EEHHENERR/NNRL, WHINMIENTFEBRER. &8
W EEER, SEHUEIERL, B2FER. £85I, NEAEEEIAZEE
B (AT . EEREENAREBH ERREA" .

EEAREFEFMR, MERNEER 1 mLiE5TEs,
[RFRRR]
REMHTE

EERASENRENNEENE (BERAREBRIRS ERRE) IARHAR
FXRREIRENNARKL (>5%) AERRFLE. HPAZHARE, &
REIFARAT. CRENAERTENARRMN AT EEBHRN, SFRE
HBExkN (0 CEEREW] ) . MEENE (BEREFRIRSER) BEN
RN HEIFERIL.
TRERMNFIZE
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RAEE % o AERR
RGNS B0 BEE. Bl IR
ERRETROSES =0 SR
1B BRAMESEER. BRI, A
=00 B, TENRER. S
TN AT, RTINS
SHPABSRESEN =0 S5 JUE. XU
Sl RN BRREAT

EBHRRIAE LTS
Sz

B mZ. ERIEBAINE. (EHIERAE
B0 ESTEMERRA (BRI, Mmhip. . e

BRFOEREE) . =D

FEARRMAEA
RES

EFTEENE (BIERERIRE ER) BENTRFIRIRART, BaW
B ar BEMREFRIIGT BE ZERBERER ™ EREREE. X ART
RILEFIRIIREE, SENATuAT BERREREN 1.36 BINEESF, &
Flialr BENR 1.34 BHEHBESF. SREIRATST BERTERERZE) 0.03
BEHEBEE (930 BEILERESTSE 30 f) , MEEFIATEER 0.03 BiEH
BEF (4MHEEFE156) (W [EEFm] ) .

EFTEENE (BIERERMNRE ) IRFRRAINIRNIERIIREIA, &
6,710 fIEE (BT 15,227 BE-SRINBRBESF) , PAFELERN 1.2 F;
HohaiEiRBmttRaIbEniig 1.7 &, =S RmMFRRIMEIEES 0.6 &, 58
WERTATT BETPRIRSRER 0.85 BMILEE T, MEREER 0.02 NS
HF (15,227 lEpBEFH 289 ) |, IREAUTERSEELNIRM. B=R
K. BEUMRDR. B=EK. BRAmERE.

EImRRS, RNERZRA AT B AMEEREE RN SRR E.
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R

EFMEERE (BERERTIRSER) IRARARNLZEFIXIEREA, BRT
ERHER AR, SENETAT BERRMEITEAEZR) 0.11 & 100 jEiS
BEF (29EHBEFE 14) , KEFIGTEEN 0238 100 [EiHEESF

(434 [ERBEFE 1 4)) . SENENATEENIEERBEREREEN
043 8100 fEIHBET (929 EHEEFE 46)) , TRFIATEEN 0465
100 fEIHEREDE (433 fEIHEEER 241) .

EFEENE (BERBRIIRSERE) IInARAFAIRTERERFIIFXIRREAR,
A 6,710 fIBE (HBHT 15,205 MEE-SENBRBRESF) , PAFELEEN
1.2 &, HPEERERARRREEEN 1.7 £, =T RRHARIRESER 0.6
£, 15,205 BERRBEFPIRE TR T IR SBRAKEI NGNS 76 6] (2%
SERETUAITEES, KEFRHN 0.50F 100 EIHEESE) . SERETUA
T RERSITEIMERERS—IRARFIHIRERME IR AR E B (W
&JmEE=0.94 [95% E(EXIE): 0.73, 1.18], fRIFFNS. IEBIFIFIIREHIT T HEE)
PRTIFERRBRREI, SENRINTEMNE RS IbE. BRRRB. 78
MpEfELERE. SRS BERIERRBRERER) 0.46 & 100 fE
IHRBET (15,165 BERRBEFSE 69 f) . ERMIBMEH IR ERERILY
=R (311) S—RRARPIERItERAMN (W (F==m] ) .

B N AR
BT ESTROEB RS A

ESEREATRTRERRBRRTKAIGFRIAFIIRREAN, £ < 1%H7
BETMRARZHISHZ (W (F==m] ) .

ARk EAUE U AT R AT -

ERE BmESIAT RS, BIREIKRNSAEIREERAI SR N EE ™
EMRRNEHRS. EXYHRF, 466 GIREFIATEES 2.4%0EELU
R 470 HIERHEF ESRRATaT iR E T 2.6% BB IRSEHR AR
TNSARETARSEY (W (F==m] ) .

Al e R SR S AE(PRES)
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FEISPRASRFIRES T 2 BIATUMEERIAARATE (PRES) | ARARIEIE
PHEERSATE (RPLS) . ELTHEEKN, B, RBRXSHHREE
REE RS, ISFRREIEE. KRR, BIREH. WS
HI'S PRES —BUIB/SS U, FESAIREATFRALATESREHAHIL. S8
PPURESHRIEN 1 FEKETIE. EEASANENE, BEBESE
B ENER,

RS AR AT B S IUR I PRES (MEREIR, ZVREE PRES,
RIRES A LA,

RERE

EREHMIRBRATRNIGRATRT, B 124%19%Z SRWERNIET
RIBEXEFETF. RS BBIRRART, BAE 3%aHER SEETATT
RIRBENEFETUR., RMERRN S T RATTAE SRR AR E
FERERIEXYE. REENSRRRARERTENBERSEFEPHTF. RSEE
WEATHTRRIEBE BT JURRATES , (BRI AR R AR IRARA .

JLEARE

6 Z RILAERIBHRIANIRBR LERE

R ERERRINRER) LERE PR || BfRPHR T SR
nZEt. FIFREE 110 I 12-17 ZEESIN, 795 60 &, FIN
ARIEE 44 5l 6-11 ZEESIN, /948 56 B, BWRMS, MIUEARPIREIA
REMH (BE 1 FR2HEURE) S/cpERRIRBRAANRHRERZRIE
SRARIEL

AR RIS

AmAETTE, RETEARRNIFFEE. BULAXZmAYRa/ Xk
AT, ESARMRSEHARTSERRRAL

[ZE=]

XA PRI RADIT B ESERA.
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BlnR EEERENERRNBERR (WiEatsam, U [EEE
Il ) .

[(E=5IR]
RER
SRR eI IR B R A E A M RSN . IImARIAFRIERZ
EA@eTHNRETNRETENAE. EEMRsRR (W [(FRRA] ) .

ERZARSTHIRETERS TSR, SRE%ENE. itz
MEERER (BEIFEESRTERSR. FHMTEMRIRK. FREEMANE
TER) . NIeMtEERER. IStRsRel (BERAE2 2 BI5[ReAIiKK)
MFERRR (BRERSTEZRR) .

KA AT AIRR EEEAENMERREE.
BEEIRREERITRRENEENERTRE (W (=] ) .

NEFFRA sy ML e BRI E TG B E BER TS RmNEE =
MR EFEENEGEAERER, THMUNBEBERFMRE, BEEmE.
Bt S EE TS R B E N SpEZ e islia e, NXJFE
BEHTHE, BRENETEGS (HEFWEE CT) MEZERLE, BFREHEREN
17y-TIERBAE , IR R M NI ER ORISR T iR
BEraifi® (T cell enzyme-linked immune-spot assay, T-SPOT.TB) & T 4H
MEESEARRIRMITAR (Quanti FERON-TB Gold, QFT-G) . i&aItésmEd
FEERAmET (W [FER]) . EESAREAHZA, M B AMEZ
R, MTFEBAUSENMERRENESE, ETEHAREEERIEBTE
iafy, ENEREARGHRHITNSZwAT. EEZAmaTiNaTE,
NEHRIALEEZIXEG , ERIMNERA BRI S Z. s e —Bi2knEahitss
%, NABMERARG, FFIEEZarT.

SNEREE HIMFRRBESAYMESER , M ZBDFAEE, WNRBE HIERER,
RS EH TR R, BERSYERRIAN ERA .

TR B ROIEIE KBS
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—ARiR, BA IL-12/1L-23 EFEREI MMTHIE 2RO RITE (B
IERDTE. INEDTATE) « DIIRE (BEIHMERER) . BCGREE
M5 [ECRIRBAURSR, ELREBET, BRTERSIESEERRIRS.

BRI ABBARIATHY IL-12/IL-23 HIBEFMEMNEE SRR &4 LA
F. WRIEIRKRIER, NEBHTEIRNSEMEGE, GINEREFRIIAEER.

TEbE

SR (A0STIRERT) ARERIEIIRMERERINBG, IIARBTFRATERD
BEERAMATHBRE LN T RRRAERREREIE (W [(FRR] ) .

[EIR XS B R AR Soe SE BN E R A i 7 HRIB) H I A RO B & A T
R. B, WEEEEERARQTIEEESE.

FrEREE, TTHE 60 FLIE, AREIEZREDHFITNETEs8E
PUVA Ry BRIEE, NMImUEESHIERE (W [FRRM] ) .

EER M

Am EhEEREFEEHRNAYRS, HP—EREEATHKE. X
ISR A MEMRKIEERS. NRBINRAITEUR M EE it ™ EEsUIR A,
NEETFESATHHERTNR (R [(FRRA] ) .

FLEHIER

RnTFe TG EST = AUsSLRIFIE TR R AR (—MZLEATEYD) iRk,
AR5 [EEXIFLRIT BRI AR R T BUR AL

B EiE

ENERTREN, FRNEZERSHE ERREERMT (PII-FNE[BCG]).
BRI ENY SRS RRERNEE R TR EMR. BTEZAMm
iy R E B ERREIENS AR EIEE. BN SR M NEES
FREZME, HERMEDEER, AAFENSEZMEFHFHEREEERN
BENK. ARRREHREMFE 15 F, AuUEhERSstERRA, B
EmED 2 B, ZUEFFRARST. BRENREESFHERRRIHEIF
HEZEEMISr, SHEENSERERBER MRS,
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FEMNEERBETA@AE) VEHES 12 MAREMEEE (6120 BCG
&m)  EER/MARTERNR S TRERMEKFZE, RNENIEEM
meE (W (AMHEEER] 1 (2EEZLEIRZAE] ) « R MRE)L
BRmERInARRTE, B2 UFATERUEI SEWBRMENRE, WALEEE
RERRIR B R A E.

BREARATNERE AR E R E R E KRR,

KEIERR ST A HERXI IR E S SR X B RIRR R N E

(0 [HESHE] ) .

SHREIHETT

FEAREIRBRAR PO R mSREER (BEEWHR) Sotr&m
RIZREMT. ERBRXTXRARTS, G MIX XBTRHNARNZE
T AT, ERSRRHRT, SRBRINHFIERERERERE R
M ARmAILEMETERNE., SEEARKARMMRENHFEME RS
inEIEEmHFIRARRR, FRE (W [BYHEEER] ) .

BEialy

HAREEZIISRE AT AIRE RN AR TN . eI d8R
BalrTrER . EEREREERRIHRE ST (THEHNERIHKR
Rr) RIBENIRRAAR.

FERIBZBRAER

IREREETEEASEINSRNAT RHRRBRIEERARS (W [(FR
RRz]) . fERRBERHIER—ERD, HELRINR BRREE A REA RIS
BiRER, EinR EEERSRBRMERKATRERMEX D, (FAENEERBR
R—8R, EENEHARRERBREGRIIR IR SRRV, IR HILXLTE
W, MEETFESRTAT. MRMENBYIRE, MERRR.

IREHEX S

EZERINBN ST NERE S IRSIREEXERRG, SAKKINIRG
MIRBHGEE. WRAKERRE, THERKBWSMEFEXRTRE, BEN
RESRE. REZAIREERER, NWAIERSERERHETESAT .
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JERRERHR

EAm EhEMEBRIREIERMER. BERRAEER AR
Fiskfl. IMPRRIVESETE 1-3 REGLRHIMZK. WREMERZE, ™
BEROAFRFBNERERRE. ERIEARGT (BEmiEZT KRR
KEESST) 5, BERBEE. WSR2, NELEERARATRESATS

REnERTELARBPRHITHAR. BT ERHEETE,

X SRR ENEREE DRI

AR SRS FRE N TSN RS
BET)LERSREL
(FEARBIERES]
BEBNNLE
warRaRATEED 15 BR, BB RIS
1.

L2273

ZERSENERNIEIEE TR, SRR AI AN mIIER. Eia/
fRILKB. nwEtHERAESEEZERZIREER (W [HE5E] ) . B
BrlEEsh, IHREBIA SR B R fE A .

SEWSENAFYRE, EERERRZ SRR AT N EEE £ %A
Z)LIEP AN SRRER. BNERHEIEARSE, B2, ERBETSE
REATIRYER) LIEHAE R RERAIXBE PTRES BN,

FEVENRET ARV ELER 12 A REMEER (6190 BCG
em) , HEER/WMARTERNE S SRETMEKFZR, AR EREM
mem (W GEE=m] 0 (EEER] ) « R MAE) LEREAYIRK
iRar, BE)UIFATERNE SENESERMEKRTF, WaJLE EER R ER
BRI E.
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L E2D

EARNETFHIEREIERIFSINBENEAITTOEDW. BRNEES
BNENEERERASESERIL. BTSRRI IHZLEE) L=
ARRMN, EIFEREHZIIE) AR AR EERImL, NTTRE
EAREaTHRRETE 15 BARELLHILIISRZR LR RIATT.

&8

RPN DT AREBENNIN (U (HESE] ) |
ULERS]

ARIEARIE 6 S FRRRKRBREET 18 SUTRBER LES

HPREERIT,
(eFRH]
BEEE (65 HRUE)

LEBETRRLE.

SIRERNBEELL, 65 SRULNBEESARATH, HrRRe
A EFRMREIAEER, T 65 PRI LBENAMELD, FEUHE(
SRS SREFRNBEFEER, BT EFAMBREERNGS,
MRS AR I,

(Z5iRE(FR]

ERARTRRRNATEES (0 GEEER] ) .

RN ERRETARIE) LA 12 /M8 PIRIERE (5it BCG
) | MEER AT SRS SNSRI 2 A, TR
EEE (0 GEESR] A [PERIEELREs] ) . S A5
TORSREE, BRY AT SR NEIS SIEBAMEAT, WELISEERE
ORI AR,

7 Il SFSABHASRANE AR, RATRBREARMEAMNES
(BN, 5535, 2RI, RN PTFEAUAE T, ZEHEeRkIRg)
X3 SEIREAE RSB, SR SIX LR A PR, RIUEEAEF.
BHTHIRAITHORALE, 0% 100 U (BUFIFTARI 5%) FEED 90%
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RURARHBIEAGHER T XES R, ERBRXTRBEN=SRREETR, 6§
A MTX, IEEARSERRZA (NSAID) | 6-FHEIEK. FMERF MR FREEE
EREVEREREET i1 TNFablXIXS B RIRB AR NFE B,

RIMAFIARAE B 5 S B E P ThY | IR SRR IR G
CYP450 MR EFZTERAENE (W (InRZ5E] B/mNE) .

ERERBRAR P E A m SRS (BEEWHEIF) B0ty Rn
M. ERBRXTKMART, G MTX RERENARAIZ S
TREFN. ERZREMFRT, SRREIIHEIFIERREERERERHT AR
RZetErrIam (W GEEFEm] ) .

(5 E]

RIS ERIRERIKNLE AR BRSIA 6 mg/kg, REIFIEMRHIESM.
MRAAEE, ENENEERSHIE AR RMAVEREAME, FIZEIKE
ESHIRIIERTT .

[imPRE51E]
{ERHIE
2l [HESE] BXNE.
HHF
BIHURIR Bim

E—TUVNERERME AR, SIBERIAR Bl & AR BRI TE e i A&
W, BITERE 2 AoFHEA IL-12 #0 1L-23 B9 mRNA FRiKXK B LSBT
PEE{EK.

LSV

ERPREREED, ARATEEHE C-RMEH (CRP) MG EEHEN
RISRIEFRCHIZKF B2 TFR. EAFIERHIREAREEITG CRP, 4E5HAEINERE)
CRP PHE—RIFELZESS 252 &,

BHRMPE
i
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RSN E SRR A2 90mg 5, MEREIAERE (Tmax) RIPAHESN
8.5 K. IRBHREERIRE AL 45mg 5 90mg SEIMETE, H Tmax P
[EffERZINE PP AERS.

IRERERERXE MR, SREIRATRESENFIRES 57.2%.,

&
=il

WEREEFRR#KERNRE, EXRPSHER (Vo) NHAETE S
57~83ml/kg.

EMERL
SRR TR ENR IR H AR,

@
S

REMBERXBIKERE, BANEFBERE (CL) NPAETEER
1.99~2.34ml/H/kg. FrEIRBHEAFRT, SERETERBREE RN+
Hi (t12) PAHELA 3 B, SBEA 15~32 K, EEHASREAESH, RE
BB RIRVIBIRER (CL/F) IR o ER (V/F) 258079 0.465L/H7F0 15.7L,
HRRERER (t2) 2979 3 . SEWERTAY CL/F AR, SFRREFIIRAIS,
W, BHASAHMNZEDTER, NSTRBRTUMENZ MR BE LSS
FEmERE.

FIBLIERE

RERBERREIKEE FIEEE: 0.09mg/kg~4.5mg/kg) SERE
TR (FIESEE: £924mg~240mg) 5, SEINEBETNESEMREE (Crax
M AUC) AEBEFIEESMELLAITS.

BIRGEASZ RGN

BIREZIRE T EHE, SEWNEnNMERE-MHamEZERETTTl. &
5 0 BRI 4 AR TNE, R2EB 12 AR MR R, REREENSE
WERMNIMIEREESE 28 ARIRE. BSMEFRENPETE SIS
0.21~0.26ug/ml (45mg) #10.47~0.49ug/ml (90mgq) . & 12 B TE%S
B, RUSEREHMEREMINEEHEER.

D EREEREZIEFNEIKNESHIER, SENENMBIEREPAE
2 126.1pg/ml, M5B 8 EFFIR, R TESI4EEFIZE 90mg BRI, &8 8
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12 [ 1R, FHEEESZS 2 RIESFIEN, SHERE 7T SENRIESKE.
90mg SEIRENME 8 B 1 X&E 12 B 1 RANESEREPLMEISCE D B
£ 1.97pg/ml = 2.24pg/ml #0 0.6Tpug/ml = 0.76ug/ml, 590mg&E 12 &
1 RGBS HIRERLL, 90mg & 8 A 1 RAASEENRNIRSHIRE
SEENIRREREE X,

RENAEINZRIENE

RN EREE BRI TR —IEHA SR NED AR, RER ST
WA BHRENREZNRE. (KE > 100kg RIBER CL/F PAIEUAE
<100kg HIBEINESLY 55%. {RE>100kg BIBEN V/F PAHEHHAE<
100kg RIBERIERLY 37%. 90mg FIEHPAREREREE (>100kg) AY
SERAFIMBEARENTAES 45mg FIBEPARERREEN (<100kg)
HEER

YR NBE
[HARIRIG B ROE AT R B BN ENNFEE.
FEEFRBETHRTIHAR. HASRHMNESTETRFR265 FHE
FH9 CL/F 70 V/F (EEERHIBESEE.

SRR EAFETMN RN R BRaS BRBE RN SN ZE YR
AR

ERHAAEINZ D, RIMHEEGERBX SR REBnNSRHNE~E

6-17 ZHYRER  EXHEBEZETEHEENESTE, SaWEn
MiERESEZRAFIBRIRARBRZNEERNES, M 12-17 ZRE®E/L
EXinE (CADMUS) BEZ—¥HETHERHERE TR, SENEHI
IBRE—RRIET A
CYP450 ESAIRETS

FE—IAIMARA, EERAFFHEBTEN T IL-12 8 IL-23 X3 CYP450 EgiETs
{EFRRIS NN, S5RE, 10ng/ml B9 IL-12 §1/8% IL-23 A28 A CYP450 fi
BOEME (CYP1A2, 2B6. 2C9. 2C19. 2D6 8% 3A4, W [Z54#HE/EA] ) .
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FFRE T —IR | #A. FFstt. Z54E EERIRAS (B CNTO1275CRD1003) ,
EENERZERESE (n=18) FiFN T STNRTFESHEF LR EXIHIE
B2 P450 ESiEMEAIN. P BimEE LI EREEF 26 ER S B EN
B, UMIHEE (CYP1A2 [ig¥D) . SeiEmR (CYP2CO [i¥D) . BRSEh (CYP2C19
YD) . BEDLTS (CYP2D6 [ik¥)) SkAE (CYP3A &) HNEEERNM
RERKREEZH (W [ZBYIHEEER] )

(1Z3EE )|

BHRINIREE (REA)

2 R, W, RRAEHRIE 1,996 fl-nEEBRREERE. FES
BT RRSATNBETIT, NT STRBRNRSIERITH, 1,
1 AL, SHENEIGE. FEIESIRITEMEN RS, MTX 5 PUVA %
TR, RS NEARNTEERRRRBREE TR, RT SEREa
I T e e

SRBASHIT 1 (PHOENIX 1) ¥FANT 766 Pl R 53%MBERIH
ROLT RIS, TS RE R, BN ESERAENEETESE 0@
R 4 S 45 mg 2 90 mg IR, 25 12 EESERARNEY. B
NERBFIBMBETES 0 RIS 4 BESRR, E5 12 B8 16 ARX
S OERBTAL (45 mgE 90 mg) , ZIEE 12 AL 1R, SAIHH
TWEC TR AR 28 FFIS 40 EI5HERBRER S ER e

(PASI) 75 RZZ (PASI BEEHEMEED 75%) WBE, BERENNK, S
12 B 1 SAIRSERREREN (BHEE) . % 40 BREREIWER
REVANSBE, MR ERESE 40 FERIGH PAS| XERERTED 50%,
BRRBIINAT T REHES S AEAL. NS IEERIL
FRAZSE 76 .,

REmIAR 2 (PHOENIX 2) 1T 1,230 fIEEE. H 61%HIBEH
RFTTNE, TEMRHEGET. BIHESEINRRANEEESO0
AR5 4 B 45 mg B 90 mg K&, 1£58 16 FREES 1 K251, BEVlL
ELRFFIANEBETES 0 BN 4 BEZLRA, &5 12 AN 16 FEXE
ZEEWERNAE (45 mg 8 90 mg) . FrERIEEEILEEXFRAIT RS
[ 52 &,
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HRIEHEIAR3 (ACCEPT) N T 903 BRI EAth R A BT oS, ToiAMIsEa,
EEERNHEEREREE, WIARLLR. i T SR SKIAESH
TR, EAHAFRAE12ENEMEXIEMER, BEMIIEZKIBRL (B
2R, 8R50 mg) , SiETEE OB AREIEZ SRR (45 mga90 mg) .

IRBRI 1 FIS 2 PEIATENESRRISMEEARIL, BLL PASI T
DHIPAHER 17-18, BLEAERSREEN (BSA) Ffi{E>20, RREERE
18&0 (DLQI) HfifER 10-12, £91/3 (REHHAR 1) 1 1/4 RERHAR 2)
A EBERBRXTX (PsA) . (RBHEHAFR 3 NEmr =B i SIHHE(LL

XEARRIERLERNE 12 FRELIRS PASI 75 NERIBELLE] (WX

4F0FK5) .
= 4: {REMmHAT 1 (PHOENIX 1) #Iif5t 2 (PHOENIX 2) BIGEPRR
=3 SheS
F12E F28F
2 R48%5 (365 0 FF0EE 4 &) 3REY (B0, F
4 AN 16 &)
LR | 45mg | 90mg | 45mg 90 mg
REHEHTR 1
BEHIC RS AZK 255 255 256 250 243
26 213 220 228 234 (96%)
PASI 50 ffZAEL (%) (10%) (84%)2 (86%)2 (91%)
8 (3%) 171 170 178 191 (79%)
PASI 75 RSB ANEL (%) (67%)2 (66%)2 (71%)
PASI 90 lZBAZL (%) 5 (2%) 106 94 123 135 (56%)
(42%)2 (37%)a (49%)
PGALES SRR EREE | 10 (4%) 151 156 146 160 (66%)
AL (%) (59%)2 (61%)2 (58%)
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<100 kg RIFBEAZEL 166 168 164 164 153
PASI 75 MEAZL (%) 6 (4%) 124 107 130 124 (81%)
(74%) (65%) (79%)
> 100 kg FUEE AL 89 87 92 86 90
PASI 75 MEAZL (%) 2 (2%) | 47 (54%) | 63 (68%) | 48 (56%) | 67 (74%)
RERHEHRT 2
BENILEE AL 410 409 411 397 400
41 342 367 369 380 (95%)
PASI 50 NEAZL (%) (10%) (84%)32 (89%)2 (93%)
15 (4%) 273 311 276 314 (79%)
PASI 75 RIEANEL (%) (67%) | (76%)2 | (70%)
PASI 90 NEAZL (%) 3 (1%) 173 209 178 217 (54%)
(42%)? (51%)2 (45%)
PGAPIFD iERREAREE | 18 (4%) | 277 300 241 | 279 (70%)
BN (%) (68%)> | (73%)? (61%)
<100 kg B9EEE AZL 290 297 289 287 280
PASI 75 RiEAEL (%) 12 (4%) 218 225 217 226 (81%)
(73%) (78%) (76%)
> 100 kg FUERE AL 120 112 121 110 119
PASI 75 WEAEL (%) 3(3%) | 55(49%) | 86 (71%) | 59 (54%) | 88 (74%)
a SEIINET 45 mg B 90 mg SLREFIEMELL, p<0.001,
b PGA= EUWE'\Wﬂzm\
& 5: {REmHAE 3 (ACCEPT) 5 12 AiaFNE 245
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REHHAR 3
RBBFEE L= ri=zk
24 )RR 7S 2 )R4575 (38 0 [EFN%E 4 &)
(BE2R, &5 45 mg 90 mg
X 50mq)
BENLEEE AZL 347 209 347

PASI 50 ffZEAEL (%)

286 (82%)

181 (87%)

320 (92%)?

PASI 75 NZEANEL (%)

197 (57%)

141 (67%)P

256 (74%)?

PASI 90 ffZEAEL (%)

80 (23%)

76 (36%)2

155 (45%)2

PGA 53 /9B R A
£ (%)

170 (49%)

136 (65%)2

245 (71%)32

<100 kg B9EEEAH 251 151 244
PASI 75 & AZL
(%) 154 (61%) 109 (72%) 189 (77%)
> 100 kg RUEE A% 96 58 103
PASI 75 R AH
(%) 43 (45%) 32 (55%) 67 (65%)

2 SEJIERTT 45 mg 8¢ 90 mg SIKARFEERIRR, p <0.001,

b SE)IERTT 45 mg SEAFEEXIRR, p=0.012.

TEIRBRIAR 1, BEHEATAERR PASI 75 0 A EEENTREHE
T (p<0.001) . BFISEWRTLIEMNREINEREM. E£15F (5§52
&) BY, BRBENCELERRATENEE S PASI 75 REZHILLHEIR 89%, M
RBENELRFIA (BEsh) EELIELFINs 63% (p<0.001) . 5
18 MNB (5576 &) R, BRMENCELES A EEE S PASI 75 MNZHILL
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5179 84%, MIERBEHNWERBHAE (BiEZhH) NBEPRIELAINTS 19%., 3 F

(55 148 &) B, FAXRETWE4ERNTBRIBRES PASI 75 MZERIELHI
82%. 5 (56 244 A) B, BRBEHULESST By HIEBES PASI 75 NZ&
RIEEHIF9 80%.

BN ELREFIENES, PASI MEEREEREED S0%ERERTIS
BWERTURIT LR, H 8S%HNBEERERTE 12 ARBIXIXIET PASI 75
JE=S

EIRBRIAR 1 9, 5 2 AKSE 12 B, 81 508 5na74H DLQI B
BENNEERENBEATREAE. XMNEFEEE 28 F. B, HRE
AR 2, B4 FN%E 12 ANERIEENE, XMUEFEEFE 248, &
IRERIR 1, 8PN SENRN AT BERRER (RIRERTE2EEREE) .
SF-36 RYEIBFIBM A ES T D MEFENTENESR (VAS) ML EREZ R
AIYERENE. TRERMAR 2 1, 81SEWENaT ANEREEIPE
& (HADS) FIT{ERR#IE% (WLQ) it LRFIAEENE.

BHRIKIRER (JLE)

BEERE AW RN A LABEFR > 6 SHIBIHURRER) LEEERIAMLE.
TERAR AR RRXEERE.

BLFEEE (12-17 %)

—ImZHul, IER. BEN. WE. REFINERHAR (CADMUS) ARTS
EIERGE 110§ 12-17 SHEERHURRER) LEEETHTR. BEH
HECTEEE 0 BFNEE 4 BESE NESRRF (n=37) SEEFIENS RSN

(n=36) BHEFFIE—FRISEIWNES (n=37) /a7, 58 12 & (q12w)
B 1R, T 128, REFIENEERIEZSEETTAT.

ESESRAMAT Y TE PASI> 12, PGA>3 FISEAIBSAZE/D R 10%
HBETUSINETAR. 98 60%HNEEEREESSTEMNRFEEATEE
7. 98 11%NBE R EESEEMHIFLET.
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WRNEBLRAZESE 12 FNAZI PGA i AER (0) SiREE (1) 1Y
BELE, IRELRESEIESE 12 AR PASI 75, PASI 90, ) ERKNELEERE
1827 (CDLQI) BWELHNTW(ET PedsQL (JLELEEFRENEER) REXRT
DRELNEWE. 5 12E8, SEEaTAIAERBERNEREXER
FRENSNEEEATLEFE (k6) .

ATE BT R RS ZE/E 52 &, 5 4 ETEIRELEHAM
B, SEIREPLATTEMLERIEZE PGA TS5k (0) SIREE (1) /Y
BELHIFDAER PASI 75 HNBELLHIHEMHSE, HES 12 FRIIRAEE.
PGA. PASI. CDLQI #1 PedsQL HIBEHERISE 52 F (%X 6) .

= 6: 512 AWM 52 AREEMRELRRES
ILEREBHAER (CADMUS) (12-17 %)
%128 %527
- SEWNERTHE | SENERETEE
i1 il

N (%) N (%) N (%)
BT LRIEE 37 36 35
PGA
;;;g;ﬁ)%ﬂ% O (5.4%) 25 (69.4%)? 20 (57.1%)
PGA DB (0) | 1(2.7%) 17 (47.2%)3 13 (37.1%)
PASI
PASI 75 Rrgs 4 (10.8%) 29 (80.6%)? 28 (80.0%)
PASI 90 Ri&5&E 2 (5.4%) 22 (61.1%)? 23 (65.7%)
PASI 100 R&#& 1(2.7%) 14 (38.9%)> 13 (37.1%)
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JLERERBRR (CADMUS) (12-17 %)
£128 523
s CENSETEE | SENERTUEE
ZRIF . .
£ £
N (%) N (%) N (%)
cbLql
CDLQI 208 1P 6 (16.2%) 18 (50.0%)c 20 (57.1%)
PedsQL
RESTHWE
3.35(10.04) | 8.03 (10.44)c 7.26 (10.92)
98 (SD) d

a p<0.001

b CDLQI: CDLQI 27E) LE AR RZBRIEER 2 RAER A R R ERISN
RURRRRITH, CDLQI #9379 0 B 1 FRsd) LEREERETFNE,

¢ p=0.002

d PedsQL: PedsQL BEFRiIFDRETNILENSPFEARTFRN—RER
BXEEREER. TRES 12 F8F, N=36

e p=0.028

EEHZES 12 ANLEAIERNERA, NEERLKE, HEIEMFEuE
FFIEREHTSAES (D815 69.4%F0 67.6%) , MIBIHERBINE
MEBKFRYTGNE (B0, PGA J9iBERI0L. PASIO0) XRE, friFERIE
RMXZR, 3812 BE, MFEEEFIEEEL, HEFEENTIER R EE
=, HFHSEIEA, RMAES 12 BERERNKRE, EREFHEFNE
EMREPFIREAYTIERR, BRI ER R 2 RS,
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JE (6-11%)

—InFmE. B, 0. |l Bfffs (CADMUS Jr.) #R 7 SEINER
£ 44 5] 6-11 ZHEEHHURIRER) L ERETRITH., BEESE 0 FFSE 4
FiESHEAENSTNET (n=44) KNSR, Z2/E 12 BRB—K
(q12w) .

ESES AR ATaEYyTEPASI> 12 PGA>3 1= 2/ BSAE/LH 10%
REETLSINLIRAR. 498 43%HNESEEES T ENNR S A ekt
7. 98 S5%BEBFESITEYEIFIET.

ARNEBLRLREE 12 FNAZI PGA i AER (0) SiREE (1) 1Y
BELG, IRBLR LIRS 12 FERTHI PASI 75, PASI 90 1) LERZRKEEER
252 (CDLQI) BRELHITMY, 512 FEiY, SENEaTESERERm
FfEREXEEREENHBIRREMYHNE (R7) .

e BE AT M EEIRIARGZSS 52 A, 5 12 BFhAZI PGA 9105
B (0) SARIZRE (1) BUEBRELLEIS 77.3%. BESE 4 BAERELEHRATH
MERZETRE (BN PGA 08 1) , 5516 FERNHAZRI PGA 0 8 1 oHIZAELL
BN, ZEES 52 BRSEaE.

PGA. PASI, CDLQI BN EFEEIFES2E (R7) .

R®7: B 12FAMS 52 ANEBNMRELEQRE

JLEREBAS (CADMUS Jr.) (6-11%)
$£128 85208
SRS SRR
itlf=! idlics
N (%) N (%)
NBEE 44 41
PGA
PGA £ 5k 34 (77.3%) 31 (75.6%)
(0) BREZE (1)
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PGA {55795k (0) 17 (38.6%) 23 (56.1%)
PASI

PASI 75 R 37 (84.1%) 36 (87.8%)
PASI 90 R 28 (63.6%) 29 (70.7%)
PASI 100 fi&& 15 (34.1%) 22 (53.7%)
cDLQI:

E4#at CDLQI > 1 (N=39) (N=36)
NEE

CDLQI #4355 0 5 1 24 (61.5%) 21 (58.3%)

2 CDLQI: CDLQI Z1E) LE AT BRI RIS 2R IER A TR R BRI IMAYRL
BRRITH. CDLQI TS5 0 8 1 =) LERNEERETHA,

=EER (EMEIE)

E=TREL. WE. ZEFINR. SPORRPHESENBETATPERE
mEtER SRR (P RmEEEE [CDAI] 92220 H<450) RABET
AR, IRIBIRAREATR], SeHtTRIN 8 RIS IKEEESIar iR

(UNITI-1 # UNITI-2) , Bi#{T—I1 44 BRI NESIRETLR AR (IM-
UNITI) , Hitiair 52 &.

MINESaT ARIENAN 1409 HIFEE (UNITI-1, n=769; UNITI-2,
n=640) . MITARNERLUIYNE 6 FIREIRRNZ (BN CDAI RS
£>100) RISZEAELUG). WEHSTTRITRREZES 8 BTIEER. HRA
FEEAHERORBERAE. REATH. aEKGRIINERET, 75%
BB REFERE D EIRET. ERIARS, BEES 0 B o iES
BURERKAEIEETFRIDEAEL 6 mg/kg (WFE2) . EEFIE 130 mg 5B
B, HEREH.

UNITI-1 B9BEBREXIHL TNFGRT KM iZiair TiAfiisz. K29 48%
HISBE BT 1 Fiiy TNFoGRIT SR, 52%R9EBEBE/ERT 2 5% 3 Fii, TNFosayT
K. EZIARF, 29.1%NBEVIRETNEAE (RRENEE) , 69.4%
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MBEBNEZEZRRENE (FRENEE) , 36.4%HIBEXIN TNFoGRTT
N

UNITI-2 RIBEZDEHEN—FMESTATT (BiEREREAREREETIH)
KM, MEAT TNFoiarilia (68.6%) BBHEZRZIIH TNFoGaTr AR
(31.4%) .

UNITI-1 0 UNITI-2 iXFLHARS, SRR BIREImRNEF 1%
BRBRELPIEERTZREAE (28) . BRAINBNIGTBETES 3 FMER
BEENIGRNEIERE, FEFENEEES 8 . mXEESHRT, B
130 mg HIBH, PEFIEANTIEEEHRHEEL, FLUSHREHIEI#E
FRIRIKR EESIATT AR,

Z= 8: UNITI-1 f1 UNITI-2 )i SIGRMZTIERIER

UNITI-1~ UNITI-2 *#*
ZER SRS TEH |SaENEen
IRRESE, 558/ 18 (7.3%) 52 41 (19.6%) 84
(20.9%)2 (40.2%)2
IEFREIZ (100%3) , 58|53 (21.5%) 84 60 (28.7%) 116
63 (33.7%)b (55.5%)2
IRFRRIZ (100%) , 5550 20.2%)| 94 |67 (32.1%)| 121
8 (37.8%)2 (57.9%)2
709 MNZ, FE3F 67 (27.1%) 101 66 (31.6%) 106
(40.6%)b (50.7%)2
709 MNZ, SE6/F 75 (30.4%) 109 |81 (38.8%) 135
(43.8%)b (64.6%)2
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IGPREEAREITEN S0 CDAI 3 < 150; INGFRRZEIRE X o CDAI S ZELD
TB% 100 53, =EBiKEIaRE %:r

70 S RERIEN /9 CDAI [ ZEDTEE 70 4

* 471, TNFos&y7Rmg

BT R

2 p<0.001

b p<0.01
UESIET (IM-UNITI) S0 T 7ERTZS UNITI-1 70 UNITI-2 (93 S9ERITE

Siai75E 8 ARIRE 100 limPRRIERY 388 flEE ., BEMDECIESZR T4

F573% 90 mg SEWENE 8 H—IX, 90 mg BEINENE 12 —XEER
B 44 [,

5 44 B, SRS BERIRRERIN ENBE L BES TR
H (X9 .

& 9: IM-UNITI RéEsInRMENER (5544 BH; BIESRINESEr 52

&)
ZEF* | 90 mg 53] | 90 mg 58W
N=131* | WS 8 | BRE12F1
B1R R
N=128! N=129'
IR AR % 36% 53%? 49%b
[[ZIIVES 44% 59%pP 58%P
Tod 2 IR 30% 47%3 43%¢
AT &R IERYImR AR :
EER e R B %R 46% 67% 56% (44/78)
(36/79) (52/78)2
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kB CRD30028YEE" 44% 63% 57% (41/72)
(31/70) (45/72)¢

FUTNFodliGRIBE 49% 65% 57% (30/53)
(25/51) (34/52)c

kB CRD3001HYEE® 26% 41% (23/56) | 39% (22/57)
(16/61)

IEPRERRITE Y J9 CDAI 5 < 150; GBRREAHIREN S CDAI B TFH
100 73, EREXSIRRERR.

* LRFESENSERBRTENSHEE, AR THRIIhE
MIEZLRFIREE.

t RSB AR S EMERRRYIGRPRAIE 9 100 DHIEE,

tEFIAT (A2 TNFoGRTT) KWHIEE.

1 TNFoGRITER/ATIZAIEE.

a p<0.01

b p<0.05

¢ N FRE (p<0.05)

£ IM-UNITI 5, 29/129 FIBEEESE 12 B 1 Xa7RY, ReEHERXT
SEWRFENNE, FLEFIEEE NS 8 B 1 XRSIWRIATT. KL
ZHIEN A CDAI ¥452220 55 BikEL CDAI S AR 2100 &5, ELAESE
h, 41.4%NEEEFEFEES 16 FREIRKRER.

£ UNITI-1 #0 UNITI-2 SRR 8 AR S ENRRESiar %
IRPRAIZRIBE (476 BIRE) HAGFHAR (IM-UNITI) RIFEREHIILERS
FESIES 90 mg SRINBNKE TESY. 8 Aia, 50.5%RIEEKE MR
B MRS E 8 FRIYERAT), MEHESYERHRTIRIRE RSN eI LIE
5B 44 FERSHERINE (68.1%) FHRIBEM (50.2%) , XMLHISHEAINSE
WERTUE SR T ENERIBE ELBISEIL
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EX SR RTE SR T EN & B SRR el B E LA
Y 131 BIBES, 51 IBEZRRENE, FHiEXZ 90 mg SEINEBTK TE
5958 8 A 1 X, ERNEFKRESAWRNSTHEETS, KHBoREESHE
ERY 24 BRIREIATT. E 51 GIEED, 70.6%MNEBEEEREZSEWENIER
FRTEEIE 16 BERBIRARNE:, 39.2%3K15IRRERR.

£ IM-UNITI , TR (EZEEE 44 A) NBEEBEESIARAER
HAdreREZ AT . S IMERHARIEE S, TNF ey RMBIEEMUERIaT KW
RIBE IR LR IR RN S EES 252 .

ERRERIA (BEET 5 FR) | MERSRBREETRIFNLEE

AR,
NEaE:

E—IFARPIHE 7T B LN N EER ENEFETVEN 252 fIBRERIA
BETHIERIN. FELSNRTSRBEWAEREITFD (SES-CD) RELAITW,
ZFo 2 5 MREFFENE TRINGD, BERHERFE/ XN BHE
EMPEREAILLHI, ZEARM IR IEREG], DIRIEE R B FE/E,
25 8 [ARY, BURERK I TIESHIES, SEWENHE (n=155, Ti8E= -2.8)
9 SES-CD IENTHETFLRFIA (n=97, T{KYE= -0.7, p=0.012) ,

BENE:

AR HIE REENEE A (8.8%; n=26) &1, 12/15 {5 (80%)
SEWNRTTATHERET 4 BEREEENE (X5 IREEENHERE
SMRELIH>50%) , MEEFIEE 45.5% (5/11) BESE.
BEEXEERE:

(ERRAEMF®IES (IBDQ) #1 SF-36 A& IHGEEEAEERE. 58
[ERY, #HF UNITI-1 #0 UNITI-2 g2 BRI EuATRIEER IBDQ B F]
SF-36 B AHESDARAR UNITI-2 & SF-36 SAAAHEESIIERITZE LR
ZMETLERIA, A ERNHESIRRE XN E . 25 44 ERT, IM-UNITI
WRPEZSENETATHNEEN LANENEFEREENTLEFIE. &
EULEEKEIEZES 252 AR, #FEFEXETRENE.

RNnEAREFEFRAT =S RS,
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[Z51ESE]
SIREM

SRR RE—FPARLIgGTKEBTETR, TS5 ABMENEIL-124IL-
23MpA0EA TR ESFMIMEFIUES. IL-12MIL-232RAErVMIEE
¥, SERENRRENETE, fIAIEARGARECACD TR
Aim. MIMERIRR, BRI AEIS N SHAEREZAGEIL-12R B1AYE
E{FF, MATBIAIL-120IL-230 SAYMSSESIAREFRIRIKR AL, 1L-127]
IL-233FEMEREREERNE, MIEERER RS BIRATINE. EABKIIE
b, SENBHAMERIL-12FIL-2389p40E AL SR ANREF TR
i, ERHRPER.

SERR
=EsE
EESIEEE R EE AN ey i AR A
EESTE

EiERESDNEYT, ERERERERIAMRECHIER TiES. 8/ 2R
BFSEWERT, mETIEAN 45mg/kg (& mo/kg IFE, HEETARKEE
FIERY 45 1), RIXERESHRIFM, BERNSZZEAERESHM
SRR SR TS,

M NREB NS, INEEERITIERRAR N5, B8R 2 )R4G
F IL-12/IL-23p40 iR, &ESFIES 50mg/kg, RUFIMEEESIRIZ
M

EiRIRe-faF A BB, TREBRKTEE. 8/ 2 XaEkt
59, B8F 1 REFEEWER, FIBEAIRKE NEFEZERESN 100 FLA
L. RRRFHEEEEMAEARIMN. HRENSERERMERENEER
TiEST 90mg. BE—REH 4 FRIMERER 100 ELAE.

EIRIERR-nfF A BSEMEFSEEREGIRET, IHRRBRNEETMN
HIFFREESRE 33 X, KT, 8 2 RETEAEWNER, FIBXAIRK
B TEAAREEM 100 EZLAE, 22.5mg/kg FIEH 1 R, 45mg/kg FIE
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B 1 RIEREFENFIT, DIFNHEE 6 BiRHAE, XThEE. SERER
BARNSHEAERAIFE,

B TE

EARH TSR AN HE . AR E R, EREEINEHR IL-
12 BIMEIER,; 7 IL-12/IL-23 p40 EEBFRANEEA T IL-12/IL-23
p40 FLREINER A, BEXIIVERIBER NI, SEFETVNREL, EREF
QOISR IL-12 1 1L-23 GRPEEERIR IL-12 ERFEEVINEF, RIMNEFE SRR ER
REMNBEREERES. B2, X/ NEEEFREANTISERS AT MM
BN BERYTE X M = A<BBH.

Efth
F—In 26 AEEE=ANH, 10 RN TS, AR 26 BET5E]
e 45mg/kg, B 1 RIRREMERER.
Ca)

2~8°CEHRTF, ERREREEPRE. B2R%F. FIHRE.
BRI LEAREERTRIM TS,

[B%]
45mg/0.5ml/3Z. 90mg/1ml/>z

RanfFmT 1ml B9 | B EEIRRA, FEEEENAHENek, LIRS
FIERAGIR (—FRELARATEYD) RUSHSLORIFIE. LESIRREcEAWaIbhirgR
8. TEEMEETEE 1 iR,

BEME: 13%/8 (FrrVEsdEsR)
45mg (0.5ml) /#k
0.5 mLI&ERERME 2 mL ASHY | BIRISIRA, RARE T BRREEH,
BEAE: 1/ /&
(B3]
45mg/0.5ml/3Z. 90mg/1ml/3Z: 36 1B
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45mg (0.5ml) /#: 24 1H
[hiThRgE]
miEMtNE: 520250016
(XS]
45mg/0.5ml/3z: EZ5ESF SJ20170047
90mg/1.0ml/3Z: EZ5ES SJ20170046
45mg (0.5ml) /#k: EZ5EF SJ20255001
[EHFEIEA
2FR: Janssen-Cilag International NV

7ERRtBiE: Turnhoutseweg 30, B-2340 Beerse, Belgium
[&r=ikik]

®AEFR: Cilag AG

4 7=1btE: Hochstrasse 201, 8200 Schaffhausen, Switzerland
[RASIEA]

BIR: EmHRHARRATE]

AL B ETRhERXEERR W BIEEMK 195, Bk

BRRheENXEHA 4 SIORERR 17F
HPEERAS: 710304
FEiESH5: 400 888 9988

(EEERE: (029)82576616

Pk http://www.xian-janssen.com.cn
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{SEFAi5ER
EjXi#E45mg (0.5ml) /HR
SEERL
AT En, ESARSHIEHTERE. A, SHENEER

REROHEE SIS R, NMRECE M, BEERENTEES. W
RISIBTENTREEARED, TEREE.

o DB ARSHMEISRES
o BPRESAREDAMR. XERARZURESRTESIRIAZY). T120ER
RIZURIEIRRYZ5H.

REERRSEF EEE-
MIKFEREEZSHR. Z9RRRELIH/\IT, B EETRIAEIS ASFERYEST

mE (ER) .

GEZIHRLAEEIA -

o ZHHRAVEE N AIEIES
o YIREAIFIESD 45 mg BLAT, BUSIRIE—37AmAY 45 mg 257k
o WIEREAIFIEDY 90 mg, FIEIRIGFSIARAY 45 mg 2k, MEEE
BESESPRIEY. IEERN RSO TIESS (PN, —XIER
REEBEST, B—REARIEES) | E—FRREEINE R, &
NE NSRS S RNE R
o EEIRIRIEFRRIZY)
o IYIRIBETH
o IREHRA, BNEEHE
o HIMARIAERNEBTERTILE (BUWENE), TREXES
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o BRXBEXEEEER, MEASHTRYBHL
o BRBRIFL.

{RE(RT 60 kg HI)LERTFERIFIEMRT 45 mg. HREGBEEFZENLGHRF
HHAYEE (RFR) LIRESHYTSIREEE. RGN EEFEMERIAREE
EHTERAYREL, BEERRRGRIES ARIREGSED.

BIEEZRMERAESF, HE— M TFFE L. 8059k, &t
k. HEERM. wXEeh, URRAMRIRER (ZHE 1) .

A

BIOHAZARD

RN AR I TRRML -

T NESEN (ZWE 2)

©  RNmMEBRTEST.

©  EERYESIERLIARHR EEREIEE AL ED 5 cm AYRSE

©  REBREHIRERRMAISAR XS

o NREAMBIEHITIEST, fb/ibthr LR EE IR
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=3 (4

* ORI IBONHERE ISR AL o

2
I EETERL

s (FHRRAREIIRVKERNF

- FESEMERIRRAY ST
o TEESIEI, YI0BRRIRRLCERL
HERIE:

« MR EEUTE (Z2WE 3)

«  FEETHRE

«  FESHERMESHRE

«  RBERMETE L.

©  EEEIRFEUREHE

o AERfRELEEEEAMEIRE
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i P SEINEE RS
ST N SN e A=
AIANERTRREE, (BTt RREELTTAERIRIAIR

LR RRERGE, XRIFRER. XA LELEESISAHISE (&
WE4) .

MESHR LB ETK
BEFSEHEskR L, LENRIFRAREESE
MRESE, BEEE—N, BERSRERXTHRITEE (SWE 5)

5
RisHEEERRIESE (MARRIK) HXK
AEW NIRRT SRR TR,

EaiEe:

ARENHEREMEEE SRR, AERIFE.
HERDEHSLH NI ERIRZ AR
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o FEHSHIEEERTIERIRIR. RISTIHEDEE, Saizis
HARE R R

o LIEEMERIRAES, MEZBK BIRMEESAFHEERIRAR
Tz E:

o EHITERE, RIBSIRMRIERIER EAFEER
o EHEMUAIREREUHMEEHRR, XRIEFNSR
o IEHJLUSTRIREEM DRI ESTRBA L 4R 10 7D,

o  TEEEEESIEMUAIRZER. WMBRE, ERLEEFIAL LR E—/MRE]
A,

=

o FAIRESERAIESLNRATZFRIBSSF, AlinsrmisER. N
TENZERERMEANZE, B2ESEAENE . KRIM
MBS IEHA ) mINEEE.

o T, HSEMAIEMYRR EALLRAE.
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{ERi%EE
EE#E45mg/0.5ml/3Z. 90mg/Tml/xZ
BEIIEES
e iR, ESARSIEIEHITE—IRES. Am, EFEERRTE

REREECTEHAR. MRECTHAR, SEEZIHEEIES. WRE
MBS AREEEREE, FEREE.
DB ARSEMESIRRS.
IpfESRIFE it EARRIER GV E5IR I RE S TRIRZSY,
YIDERRIZUER RISV,

1 ATz iEEIRRRI5 M.

H#E  HEREX faj A pUE ] EF SR

’ |
S
g

%

FEE L bl

El1

1. EMRNTHRNNE, EFEHH:
HE ARl
MKFEREHFRFEIVESTRS. BTV SIssMBRENEE, IEL+/
A, XGEEIHRIARIC ASFERTESTRE (FiR) . AV ESIRAEIER
Z A, Y170 iESTRRR0ETSLIRIFIE.
ERFF IV ESIRRRB R TSI EF, etk ORIFIERYETSLEA L.
YIDFEE5IRAESEL, 8., $ERE, SEERIPIE.
EHIRHEEREE L EfEAEEE.
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EEXREsELRIFIEZRT, TS EMFFEliE5988 EEUT,
YDRlfRETERGESR (N 1 FES RCED) , LIstERmES k.
METFEIUESTRE, LRI = E S 2.

45 mg/0.5 ml/3%:

o WREAIFIES 45 mg, IFERIE—> A Ay 45 mg FFezliEsT=5.

o WNRERIFIES 90 mg, EIGIRIEMAGRAT 45 mg FFEzliEsT=,
MEEFEZE SRR, EER A ESALE TIESS (BN,
—FIEEABEES, B—FIEEAREES) | iE—RIEEEEES
BH.

90 mg/1.0 ml/3%:

o MNREHIFIEN 90 mg, BUIGIRIG—ZARAY 90 mg FiFEzliEsT=s.
RN [N EARIESESE YR
LY SUESEER
i WE N g =i
VLSRR RRTERNE R ERTIE (BWENE) | BREXER.
Mzl NRAR AR EHRE, MEAS{EISYIEHL,
i WE NN N S A

BEFENRARIESE, WE— T T#IFE L. XERAEEAESE
M. #REEn, UR— 1 HFmiES.

2. R IEATERL :

PR NESTERAL (WE 2)
RnMEER TS (RRTiESY)
EERYESTERALIKHR EEBEEEE AL 5 cm BYRSED.
REBREHINRBHIERAIR X 8 EST .
NRBADBIEHITIEST, fb/tbth LSRR EEA TR
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= ({4

7 (8 XA S HERE A RS

2
I EETERL
FH AL R IRVKIERNTF.
FiESE MBI A ERYESIEBAL
R TR ZA, DERRERRILEERAL,
3. BUTEPLRIFIE (WE3) -
REEHESF TSRS 288 FEHLIRIFIE.
Sz, B—RFEETI=REIF.
MEPEXREESLRIFIE AR, BHATUCR RS YD DRIREEE,

E 3

I 2o =W i o AL = R N 1l =22 S N = i 3 S
MiERISEIERE, TEER.

AER ATt S E R AR IRE.

This copy of the document was generated on 18 Nov 2025 Page 43 of 49
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60390 Version: 11.0 Status: Effective Effective Date: 18 Nov 2025 (EST)

SNERFRFEIVESIRRERE, MEtkIRIFIEREEsSL L, B2ER. MRK
FUCER, BERREESZFIID,

BT S RIPIE S 2 BN 53254,
4. 51754

A—RFRPiEMRER IRV =S, BHElEEEL LS, A%
—RFAUBHENRIERTEET IR, AERDFE.

eEERpIN P Iw St s S EIR
—IRMERUEG PSR ATRERIIEA R AR (WE 4)

= 4

HEMMESESRAYLIEINEAR, BEIEEL SRR MTEREZE (W
5) .

STEEEHERIRRT, (RISFEINTEAEZEESL EROED, Gtk MBZRR BB (W
6) .
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SISk BEnITEEL, FEEIRE LR, BEEHEGBIEE
=, WE 7 Fi.

& 7

5. i¥fizE:
TaI5ERE, FIESIEMIREEGTEMIE, D,
ESIEM AT RER OB HIMEGS HRIK, XEIEENSK,
SR LSRR i TS ER AL E, = 107,
FEEEREZAR, NBWE, BRLIEEFTER LS E—/MREIARE,

6. [RFYILE:
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Ellg

FRRYESIRR MMM RIS R, FIAIRAMRIER (WE 8) .
AT IENRERRRMARNRE, B2ESEATE. RRSNELER
M EE R,

HEIRMAE R RGNS,

***END OF DOCUMENT***
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	在治疗期间及治疗后至少15周内，有生育能力的女性应使用有效的避孕措施。
	妊娠

